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SUMMARY: The Food and Drug
Administration (FDA) is revising its
food labeling regulations to require a
safe handling statement on cartons of
shell eggs that have not been treated to
destroy Salmonella microorganisms.
The agency also is requiring that, when
held at retail establishments, shell eggs
be stored and displayed under
refrigeration at a temperature of 7.2 °C
(45 °F) or less. FDA is taking these
actions because of the number of
outbreaks of foodborne illnesses and
deaths caused by Salmonella Enteritidis
(SE) that are associated with the
consumption of shell eggs. These
actions also respond, in part, to
petitions from Rose Acres Farm, Inc.,
and the Center for Science in the Public
Interest (CSPI). Safe handling statements
will help consumers take measures to
protect themselves from illness or
deaths associated with consumption of
shell eggs that have not been treated to
destroy Salmonella (all serotypes).
Refrigeration of shell eggs that have not
been treated to destroy Salmonella will
help prevent the growth of SE in shell
eggs.

DATES: This rule is effective September
4, 2001, except § 115.50, which is
effective June 4, 2001.

FOR FURTHER INFORMATION CONTACT: For
the labeling provisions: Geraldine A.
June, Center for Food Safety and
Applied Nutrition (HFS-822), Food and
Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202—-205—4561.
For refrigeration provisions: Nancy S.
Bufano, Center for Food Safety and
Applied Nutrition (HFS-306), Food and
Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202—401-2022.
SUPPLEMENTARY INFORMATION:
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I. Background

FDA and the Food Safety and
Inspection Service (FSIS) of the U.S.
Department of Agriculture (USDA) share
Federal authority to regulate eggs. The
two agencies published in the Federal
Register of May 19, 1998 (63 FR 27502),
an advanced notice of proposed
rulemaking seeking information on how
to identify farm-to-table actions that
would decrease food safety risks
associated with shell eggs. On July 1,
1999, FDA and FSIS, in testimony
before the Subcommittee on Oversight
of Government Management,
Restructuring, and the District of
Columbia of the Senate Committee on
Governmental Affairs, committed to
developing by November 1, 1999, an
action plan to address the presence of
SE in shell eggs using a farm-to-table
approach. On August 26, 1999, FDA and
FSIS jointly held a public meeting to
gather stakeholders’ input and to

discuss the development of the action
plan. On December 10, 1999, FDA and
FSIS presented the Egg Safety Action
Plan (Ref. 1) to the President. The plan
identifies the systems and practices
from production to consumption that
must be implemented to reduce and,
ultimately, eliminate eggs as a source of
human SE illnesses. This plan includes
requirements for refrigeration at retail
and requirements for the safe handling
statement being issued in this
rulemaking. FDA, along with FSIS,
intends to use information gathered by
both agencies to develop and implement
a comprehensive program to address the
safety of shell eggs from farm to table.

In the Federal Register of July 6, 1999
(64 FR 36492), FDA published a
proposed rule (hereinafter referred to as
“the proposal”) to require safe handling
label statements on shell eggs that have
not been treated to destroy Salmonella
microorganisms and refrigeration of
these shell eggs while held by retail
establishments. In a separate document
in the same issue of the Federal Register
(64 FR 36516), FDA published a
Preliminary Regulatory Impact Analysis
(PRIA) and Initial Regulatory Flexibility
Analysis of the proposal. FDA proposed
these regulations because of the number
of outbreaks and deaths associated with
the consumption of shell eggs that have
not been treated to destroy Salmonella.
Interested parties were given until
September 20, 1999, to comment on the
proposal.

FDA received approximately 790
responses, each containing one or more
comments, to the proposal. These
responses were received from the egg
industry, egg packaging companies,
trade associations, consumers,
consumer interest groups, animal
interest groups, academia, State
Government agencies, members of
Congress, and a foreign Government
agency. More than 700 of these
comments addressed forced molting,
which is directed at the production of
shell eggs, and, therefore, outside of the
scope of this rulemaking, and will not
be addressed in this document. Other
comments also addressed issues that are
outside the scope of this rule and will
not be addressed in this document (e.g.,
implementation of national standards
for quality assurance (QA) programs,
implementation of Hazard Analysis and
Critical Control Points (HACCP)
programs, use of sanitary standard
operating procedures, Good Agricultural
Practices/Good Manufacturing Practices,
and other intervention procedures such
as manipulation of feeds and
competitive exclusion to control SE,
sell-by dates, uniform coding, repacking
of shell eggs, refrigeration of nest run
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shell eggs, and creation of a single food
safety agency responsible for eggs).
These comments were considered by the
agency in its action plan to address the
presence of SE in shell eggs and will be
considered in the development of
subsequent proposed measures aimed at
improving egg safety.

Some of the remaining comments
supported the proposal. Others opposed
the proposal or suggested modifications
to the proposal. The relevant comments
and the agency’s responses to the
comments are discussed below.

II. Shell Egg Labeling

A. Rationale for the Safe Handling
Statement

In the proposal, FDA discussed the
risk of foodborne illness associated with
the consumption of shell eggs. In 1997,
there were 7,924 SE isolates reported to
the Centers for Disease Control and
Prevention (CDC). In 1998, 58 percent of
the SE outbreaks reported to CDC where
a food vehicle was identified implicated
foods containing eggs. Although recent
CDC data show a 44 percent decrease in
the isolation rate of SE, FDA believes
that the incidence of SE is still too high.
As discussed in the proposal (64 FR
36492 at 36501), FDA believes that it
could take considerable time to design
and implement a complete program that
would eliminate eggs as a source of
human SE illnesses, and indeed the Egg
Safety Action Plan has a 10-year
timeframe to achieve that goal (Ref. 1).
However, as part of this program, FDA
determined that there are measures that
can be put in place quickly that can
reduce the risks to consumers:
refrigeration, which lengthens the
effectiveness of the eggs’ natural
defenses against SE and slows the
growth rate of SE, and thorough
cooking, which kills viable SE that may
be present. The agency maintained in
the proposal that, unless informed about
the risks presented by eggs
contaminated with SE and ways that
they may reduce these risks, consumers
could suffer serious illness or death
from consumption of raw or
undercooked eggs. Accordingly, FDA
proposed to require safe handling
statements on shell eggs to inform
consumers that there may be a risk
associated with consumption of eggs
and ways that they can properly handle
and prepare eggs in order to reduce such
risks.

(Comment 1) Several comments
maintained that FDA overstated the
magnitude of the risk associated with
SE. One comment contended that the
incidence of illness cited in the
proposal was misleading. For example,

the comment stated that information on
all cases of salmonellosis was cited with
the implication that it has a direct
application to salmonellosis from SE.
The comment stated that information on
foodborne disease data from the years
where salmonellosis associated with SE
was increasing were included in the
proposal, whereas, data from 1995 to
1998 showing a decrease in
salmonellosis associated with SE were
omitted. Some comments pointed out
that recent data from CDC showing a 44
percent decrease in the isolation rate of
SE from 1996 to 1998 do not support
FDA'’s conclusion of a continued
predominance of SE. Furthermore, one
comment pointed out that there was
only a 14 percent decrease in the
isolation rate of all Salmonella
serotypes in the same time period as the
44 percent decrease in the isolation rate
of SE.

FDA disagrees that it overstated the
magnitude of the risk associated with
SE. The comment misunderstood how
the data were presented in the proposal.
FDA did not present the data regarding
the incidence of all cases of
salmonellosis to imply that these cases
were reflective of SE-associated cases of
salmonellosis. Rather, FDA used this
information to place SE-associated
salmonellosis in context of the
epidemiology of Salmonella overall.
First, in the proposal, FDA discussed
the severity of salmonellosis and the
magnitude of the disease, i.e., numbers
of reported illnesses. Next, the agency
discussed the numbers of SE-associated
cases of salmonellosis and the fact that
shell eggs are the major source of SE-
related cases of salmonellosis where a
food vehicle is identified.

The agency also disagrees with the
comment stating that FDA did not
include information on the decrease in
the rate of infections caused by SE from
1996 to 1998. On the contrary, in the
proposal (64 FR 36492 at 36493), FDA
stated that recent CDC data showed a 44
percent decrease in the isolation rate of
SE. However, the agency concluded
that, even with the decrease in the
isolation rate of SE reported by CDC, the
incidence of SE associated with eggs
was still too high and additional
measures could and should be put in
place to reduce the incidence even
further.

B. Safe Handling Statement

In the proposal, FDA tentatively
concluded that certain elements were
essential to an effective safe handling
statement, i.e., an informational
statement that describes the hazard and
the at-risk consumers, an instructional
statement that describes measures that

consumers can take to reduce or
eliminate the risk, and a linking
statement that relates the informational
statement to the instructional statement.
Applying the essential elements, FDA
crafted several examples of label
statements. FDA conducted focus group
research to evaluate consumer
understanding of the safe handling
statements to test their effectiveness in
informing consumers of the risks
associated with shell eggs and of the
safe handling practices that may be used
to mitigate the risks.? Based on
information from the focus groups, FDA
proposed to require the following safe
handling statement on shell eggs that
have not been treated to destroy
Salmonella:

SAFE HANDLING INSTRUCTIONS:

Eggs may contain harmful bacteria
known to cause serious illness,
especially in children, the elderly, and
persons with weakened immune
systems. For your protection: keep eggs
refrigerated; cook eggs until yolks are
firm; and cook foods containing eggs
thoroughly.

1. Comments on the Focus Group
Research

(Comment 2) Several comments
questioned FDA’s focus group research.
One comment maintained that, although
focus groups are helpful tools to obtain
feedback on food safety messages, FDA
tested four very similar versions of the
same label statement and, therefore,
could not judge whether its proposed
statement provided consumers with
information they thought was necessary.
The comment concluded that the label
statements tested by FDA did not
adequately reflect how consumers
perceived FDA’s proposed safe handling
statement versus any other statement.

FDA disagrees with this comment.
The comment misunderstood the intent
of the focus group research. The intent
of the research was for FDA to gauge
how best to word the safe handling
statement so that it is understood by
consumers, not to determine what
information is necessary in the
statement. FDA developed several
statements containing information

1 The moderator of the focus groups asked
participants about their knowledge of the possible
health effects associated with eggs as well as their
personal experiences with handling eggs. After
assessing the participants’ knowledge and attitudes,
the moderator gave the participants a series of safe
handling statements for shell eggs on individual
sheets of 8.5 x 11-inch white paper. The moderator
engaged the participants in discussions on the
impact of the statements and asked them to
compare each statement with the other statements.
The moderator also asked participants to comment
on the format of the statements. The focus of the
discussions was whether they understood the
message.



76094

Federal Register/Vol. 65, No. 234/ Tuesday, December 5, 2000/Rules and Regulations

judged by FDA subject matter experts to
be most necessary to consumers. These
subject matter experts arrived at their
determination of necessary information
content after considering suggestions for
messages that were submitted by
outside organizations (Ref. 2). FDA
provided five different safe handling
statements for discussion in the focus
groups. During the focus groups,
participants discussed specific phrasing
or message elements within each
statement to gauge the effect of both the
specific elements of the message and the
overall message. Participants also
provided input on how formatting could
make the statement more readable.
Thus, while adhering to the content
judged necessary by FDA subject matter
experts, the agency assessed numerous
variations in how to best word and
format the statement to communicate
effectively with consumers.

(Comment 3) One comment stated
that, although FDA did conduct some
focus group testing, it should conduct
direct testing such as mall-intercept
studies to further refine the statement.
This comment maintained that
considering the susceptibility of older
persons to foodborne illness, FDA
should direct its message testing to this
group.

FDA disagrees that it needs to
conduct mall-intercept studies to fine
tune the statement. If focus group
results are not clear cut, then an
experimental quantitative method such
as mall-intercept studies could be used
to fine tune the message. In this case,
however, the focus group results were
so consistent that FDA did not deem it
necessary to conduct experimental
testing. In addition, the focus group
testing of the safe handling statements
included consumers 60 years of age and
older. These older consumers did not
differ greatly from younger consumers
in their responses to the safe handling
statements that were tested.
Consequently, FDA sees no need to
conduct additional testing on older
persons.

2. Description of the Hazard

Most of the comments that responded
to the proposed labeling supported the
concept of safe handling instructions for
shell eggs. However, some of these
comments opposed the specific
language in the proposed statement for
the reasons discussed below.

(Comment 4) Many of these comments
asserted that including a description of
the hazard, i.e., “‘eggs may contain
harmful bacteria known to cause serious
illness, especially in children, the
elderly, and persons with weakened
immune systems,” is unwarranted.

Several comments contended that the
hazard description will distract
consumers from the safe handling
instructions. To support this assertion,
one comment presented consumer
research from the American Egg Board
(AEB) and concluded from it that most
respondents saw FDA’s proposed label
statement as a warning that eggs are
harmful rather than a message to
promote safe handling. Some comments
asserted that consumers have become
weary of labels and warnings and no
longer pay attention to them. Other
comments expressed their concern that,
because of the length of the hazard
description, consumers may not read
the entire statement and, thus, would
not read the safe handling instructions.

Several comments that opposed the
inclusion of the hazard statement
maintained that consumers are aware of
risks associated with SE in eggs and,
therefore, the description is
unnecessary. One of these comments
presented data from a survey conducted
by the California Department of Public
Health Services that showed that 84
percent of the respondents were aware
that eggs contained bacteria that could
cause illness. The comment also pointed
out that a consumer survey in Iowa
reported that 93 percent of those
surveyed were aware of Salmonella in
eggs. Another survey in California
showed that 86 percent of the English-
language respondents were aware of
Salmonella in eggs. The comment noted
that a FDA survey in 1998 showed that
%3 of respondents had heard of
Salmonella and knew that cooking
would kill it. This represented a 60
percent increase from a survey done in
1993. According to another comment,
before FDA implements such a strongly
worded safe handling instruction, it
should determine whether consumers
are really uninformed about the
possibility of the presence of illness-
causing bacteria in eggs.

Several comments maintained that the
proposed safe handling statement for
eggs is more harsh than the safe
handling statement on meat and poultry
and, therefore, unfairly targets the egg
industry. One comment pointed out that
USDA’s risk assessment estimated that
the contamination rate for eggs is 1 egg
in 20,000, which, according to the
comment, is several orders of magnitude
lower than most animal products. Thus,
the comment maintained that because
the risk of becoming ill can be
eliminated completely with proper
handling and cooking, such a harsh
hazard description for a product with a
small risk is not justified.

In the proposal, FDA discussed its
concern that unless consumers are

advised of the risks presented by eggs
contaminated with SE and ways that
they could reduce these risks,
consumers, especially those that are at
greatest risk, could suffer serious illness
or death from the consumption of raw
or undercooked eggs. The agency’s
primary intent in proposing the label
statement for eggs was to give
consumers ways to reduce their risk,
without having to avoid the product. In
addition, consumer research available to
the agency indicated that label messages
generally are more credible when
consumers know the reason for the
message (Ref. 3). Therefore, the agency
tentatively concluded that to adequately
inform consumers there was a need to
include information on why there was

a risk associated with consumption of
raw or improperly cooked shell eggs.
However, in light of the comments that
asserted that the hazard description: (1)
Is not new information, (2) is not
consistent with safe handling statements
on other raw animal products, and (3)
may distract consumers from the safe
handling instructions, the agency is
persuaded that it should reconsider the
necessity of the hazard description as
proposed.

The agency is persuaded by
information provided by FDA’s
consumer research and comments to the
proposal that the risks associated with
consumption of SE-contaminated eggs is
not new information to consumers. FDA
survey data indicate that the percentage
of consumers eating raw eggs has
declined in recent years, as appropriate
food safety practices have received more
publicity (Ref. 4). FDA’s own focus
group research indicated that many
consumers were aware that Salmonella
is the major cause of foodborne illness
associated with egg consumption.
Because many of the consumers stated
that they knew of the risk associated
with eggs, they considered the safe
handling statement to be more of a
reminder than to provide new
information.

FDA recognizes that the proposed
label statement is different than that for
meat and poultry. In crafting the label
statement, the agency relied on previous
focus group research that indicates
consumers prefer messages that are
more specific to the nature of the hazard
and the appropriate action to take
because of the hazard (Ref. 3). The
agency points out, however, that there
are differences in the labeling issues
involved, which result in some
differences in wording. For example, in
the meat/poultry safe handling
statement there is no specific mention of
the food, rather the statement uses
“some products” whereas, the proposed
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statement for eggs refers to “‘eggs.” The
agency points out that the meat/poultry
statement was designed to appear on a
very wide range of products, therefore,
it needed to be more general in the way
that it identifies foods. The egg label
statement will appear only on eggs and,
therefore, can be more specific.
However, FDA acknowledges that the
proposed hazard description on the
labels of eggs may appear more harsh
than the hazard description on the
packages of meat/poultry. The agency
does not want consumers to be confused
about the level of risk associated with
the consumption of raw or undercooked
eggs versus consumption of any other
raw or undercooked animal product.

FDA has decided to revise the safe
handling statement by removing the
proposed hazard description, i.e., “‘eggs
may contain harmful bacteria known to
cause serious illness especially in
children, the elderly, and persons with
weakened immune systems” and
replace it with a shorter hazard
description. FDA continues to believe
that the safe handling statement would
be more effective if consumers knew
that the reason for following the safe
handling instructions was to prevent
illness from bacteria. Consequently,
FDA has decided to minimize the
potential for misunderstanding by
shortening the introductory hazard
description to “to prevent illness from
bacteria.” As was the case with the
proposed hazard statement, this
statement alerts consumers to the reason
why it is important to adhere to the safe
handling instructions and does not have
the same potential as the proposed
statement to distract consumers from
the safe handling message.

Accordingly, based on the findings of
the agency’s consumer focus group
research and comments to the proposal,
FDA is revising the safe handling
statement in proposed § 101.17(h)(1) to
read as follows:

SAFE HANDLING INSTRUCTIONS:

To prevent illness from bacteria: keep eggs
refrigerated, cook eggs until yolks are firm,
and cook foods containing eggs thoroughly.

3. Description of At-Risk Consumers

(Comment 5) A few comments
opposed the description of at-risk
groups in the hazard statement.
According to one comment, consumers
would perceive that the safe handling
instructions are targeted only at the
groups listed in the statement. Another
comment pointed out that the safe
handling labels on meat and poultry do
not list at-risk groups. This comment
contended that because of the low
probability of contamination of eggs,
vulnerable populations are no more at

risk from eggs, and probably at less risk,
than they are from any other raw animal
product. One comment requested
removal of the at-risk groups from the
proposed safe handling statement
because the reference to at-risk groups
may heighten the misperception that
eggs are a dangerous food.

FDA points out that the new hazard
description does not include the listing
of at-risk consumers. While FDA survey
data indicated that most consumers do
not know that some people are at a
higher risk of foodborne illness than
others and that focus group participants
thought that the information on at-risk
groups was an important aspect of
communicating the nature of the hazard,
the agency has reconsidered whether, in
this case, it is necessary to provide that
information on the labels of eggs. The
agency acknowledges that the labels of
meat/poultry do not include the listing
of at-risk consumers. Because
vulnerable populations are at greater
risk of most foodborne illnesses, FDA
believes that it would be better to
provide this information to these
consumers through educational
channels rather than to tie the
information to specific products. FDA
does not want at-risk populations to be
misled to believe that eggs present a
greater risk to them than other raw
animal products. Thus, the agency
decided to remove the at-risk consumers
from the proposed safe handling
statement on eggs to be consistent with
label statements on other raw animal
products.

FDA believes that the information that
eggs may be harmful to certain
vulnerable populations is important
information that must be conveyed to
these consumers. Therefore, FDA will
continue to provide information about
food safety to consumers, including
those at greater risk. In addition, FDA
plans to develop an educational and
outreach campaign after the publication
of this final rule to bring attention to the
new requirements for shell eggs and to
disseminate information to consumers,
particularly at-risk populations and
those that prepare their meals.

4. Cooking Instructions

(Comment 6) Most comments agreed
that there should be an instruction on
proper cooking. Although some of the
comments supported the language in the
cooking instruction, i.e., “cook eggs
until yolks are firm, and cook foods
containing eggs thoroughly,” a few
comments objected to the cooking
instruction. One comment stated that
the phrase “cook thoroughly” may be
too vague, but offered no alternative
language. Another comment contended

that FDA should eliminate the phrase
“cook foods containing eggs
thoroughly” because it is impossible to
cook some egg-containing foods
thoroughly, e.g., meringue and Caesar
salad. The comment asserted that these
foods can be made safe by using
pasteurized eggs or avoiding the food.
Therefore, the comment concluded that
because the proposed phrase cannot be
followed in all cases, it should be
removed.

FDA disagrees with the elimination of
the phrase “cook foods containing eggs
thoroughly.” FDA believes that it is
necessary to inform consumers that,
when cooking or preparing a food that
contains raw eggs, the food must be
cooked thoroughly to reduce the risk of
illness. The agency rejects the notion
that the cooking instruction should be
removed because it is not possible to
cook all egg-containing foods
thoroughly. The intent of the cooking
instruction is to give consumers
information generally on how to
properly cook eggs and egg-containing
foods to reduce risks. The intent of the
message is not to cover every possible
scenario as it relates to eggs. The agency
concludes that if consumers recognize
that they are at risk of illness if they
consume a food that is made with a raw
or undercooked egg, they would avoid
the food or use a substitute, e.g.,
pasteurized egg product, to reduce the
risk. Thus, FDA is retaining the cooking
instructions, as proposed, in the safe
handling statement.

In the proposal, FDA requested
comment on whether it should require
a statement that the product should not
be used for certain purposes, e.g., ‘“use
pasteurized eggs for recipes requiring
raw or partially cooked eggs.” The
agency also requested comment on
whether it should include on the label
an explicit instruction to avoid the
product for at-risk consumers or for
individuals preparing food for at-risk
consumers.

(Comment 7) One comment stated
that FDA should not use the phrase “use
pasteurized eggs for recipes requiring
raw or partially cooked eggs” because
consumers cannot readily purchase
certain pasteurized egg products in
retail stores, e.g., egg whites. However,
the comment did not provide data on
the availability of the product. There
were no comments that supported use of
the statement “use pasteurized eggs for
recipes requiring raw or partially
cooked eggs.”

Because there was no support for the
subject statement, the agency is not
requiring it in the safe handling
statement. In addition, FDA did not
receive any comments on whether it
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should include an explicit instruction
for at-risk consumers to avoid the
product, and therefore, is not requiring
such a statement. However, as
announced in the Egg Safety Action
Plan, FDA plans to take additional steps
to protect at-risk consumers by
establishing safe egg handling and
preparation practices consistent with
provisions in the Food Code. (Refs. 1
and 5).

5. Other Comments on the Text of the
Safe Handling Statement

(Comment 8) Some comments
maintained that the description of the
hazard will frighten consumers and will
discourage consumers from eating eggs.
According to one comment, eggs have a
history of consumer avoidance because
of the fear of heart disease from dietary
cholesterol provided by eggs. This
comment asserted that, given the history
and perception that eggs are a dangerous
food, the proposed statement may likely
lead to further avoidance of eggs. The
comment suggested that additional
language be placed on the carton to
combat the negative connotation of the
safe handling statement.

It is not the agency’s intent to frighten
consumers or discourage consumption
of eggs. Rather, the main purpose of the
proposed label statement is to provide
consumers with information on how to
prepare eggs safely. FDA focus group
research did not indicate that the
proposed hazard description frightened
consumers. Rather, the research
indicated that consumers perceived the
hazard statement as a helpful reminder
about why they should handle eggs
safely. Thus, FDA is not persuaded that
additional language to combat a
negative connotation of the safe
handling statement is warranted.
Nevertheless, the agency believes that it
is less likely that the revised safe
handling statement would frighten
consumers.

(Comment 9) A few comments
asserted that the hazard description is
unwarranted for eggs produced under a
proven risk-reduction program.
According to one of these comments,
consumer perception of the frightening
or negative nature of the message would
negate the effort put forth by producers
who use these food-safety programs.
Another comment contended that the
proposed label statement with the
hazard description has the potential to
increase foodborne illness because
producers would be less likely to
participate in risk reduction programs if
their products would still be required to
bear the hazard component of the safe
handling statement. The comments
suggested a two-tiered label system, i.e.,

one label statement for eggs produced
under QA systems and another for eggs
that are not produced under QA
systems. Another comment that
supported the two-tiered concept
contended that although the safe
handling statement on eggs produced
under on-farm QA programs could have
a less stringent hazard description, it
should not omit the reference to the
potential hazard. The comment offered
the following two tiered labeling
scheme:

For eggs not in QA programs:

Caution: Eggs may contain illness-causing
bacteria. Keep refrigerated. Do not eat raw.
Cook until yolk is firm.

For those in QA programs:
SAFE HANDLING INSTRUCTIONS:

To prevent illness, keep refrigerated. Do not
eat raw. Cook until yolk is firm.

As an alternative to the proposed
label statement, one comment suggested
that FDA develop and adopt a
‘“positive” label system that would
recognize eggs produced under proven
risk reduction programs.

FDA recognizes and applauds the
work being done by States and industry
to address egg safety. However, FDA
believes that two different label
statements in the marketplace may be
confusing to consumers. A different safe
handling statement for eggs produced
under QA programs could mislead
consumers to believe that those eggs do
not require safe handling when, in fact,
both categories of eggs should be
handled safely. However, in light of the
agency'’s decision to revise the hazard
description to “to prevent illness from
bacteria,” the question of a two tiered
labeling scheme with a less stringent
hazard description for eggs produced
under QA plans becomes moot. Finally,
the agency is not persuaded to develop
a “positive” labeling scheme for eggs
produced under QA plans, since like the
two-tiered approach, it could create
confusion. However, FDA would not
object to “positive” statements, or any
other voluntary information on the
labels of eggs, as long as the information
is truthful and not misleading. This
information may not appear inside of
the box with the required safe handling
statement. FDA points out that
information may be considered
misleading, for example, if it implies
that a food is safer than other similar
products that may not be labeled.

(Comment 10) One comment from a
foreign government stated that it uses
QA programs and HACCP principles to
ensure egg safety and that its eggs for
export into the United States must be
SE-free. Thus, the comment asserted

that the proposed label statement is
unnecessary for its products.

The agency does not agree with the
comment that a foreign government
requirement that eggs for export into the
United States be SE-free negates the
necessity for safe handling instructions.
Unless eggs have been specifically
treated to destroy Salmonella, FDA
believes that there still is a chance that
the eggs contain transovarian-
transmitted SE. Further, FDA notes that
it regulates both domestic and imported
foods on an equal basis. As discussed
above in this section, FDA is not
permitting a different safe handling
statement for eggs produced under QA
plans. Thus, FDA is not establishing
different labeling criteria for imported
eggs based on the requirements of the
country of origin.

(Comment 11) A few comments stated
that the safe handling statement should
begin with the terms “caution” or
“notice.” One of these comments stated
that the word “caution” or “notice”
would attract the consumer’s attention.
Another comment asserted that the
serious public health threat posed by SE
warrants a cautionary statement on
labels that informs consumers that the
way they are accustomed to eating eggs
may no longer be safe. This comment
contended that the term “‘safe handling
instructions” does not achieve the
objective of communicating to
consumers quickly and unambiguously
that eggs may be unsafe. Further,
according to the comment, the word
“caution” unlike “warning” or “danger”
would not cause the consumer to avoid
the product altogether.

Consumer research indicates that the
word “caution’” has the same
connotation to consumers as “warning”’
and is, therefore, inappropriate for a safe
handling statement (Ref. 6). Because
FDA'’s focus group research indicates
that consumers believe that there are
practical, simple things they can do to
control the risk from eggs, a safe
handling statement is more appropriate
and, consequently, the most appropriate
signal words are “‘safe handling
instructions.” In addition, as discussed
in the proposal (64 FR 36492 at 36505),
FDA considered the term “‘notice” to
introduce the safe handling statement
and concluded that the term would not
draw attention to the important fact that
there are ways to reduce the risks of
foodborne illness other than avoidance
of the product. Therefore, FDA is not
changing the phrase “safe handling
instructions” to ““‘caution” or “notice.”

(Comment 12) One comment
expressed the concern that the safe
handling statement would be difficult to



Federal Register/Vol. 65, No. 234/ Tuesday, December 5, 2000/Rules and Regulations

76097

understand because it is above a fifth
grade reading level.

FDA points out that considerable
effort was made to ensure that the
language in the statement would be
understandable to consumers. Specific
phrases or message elements were tested
for comprehensibility either in the egg
focus groups or in previous consumer
research on food safety issues. For
example, results of the focus group
research indicated that some
participants were confused by the term
“shell eggs” and found ‘“‘eggs”” more
understandable. They also found the
phrase “cook eggs until yolks are firm”
more understandable than “cook
thoroughly.” These findings were used
to craft the proposed statement.
Although focus group participants had
varying educational levels, those with
high level of education, e.g., graduate
degrees, were excluded from
participation. None of the participants
appeared to find the message difficult to
understand. Thus, the agency is not
persuaded by the comment that the safe
handling statement would be difficult to
understand.

Other comments addressing the
length of the safe handling statement
and the specific wording of the hazard
description in the safe handling
statement have become moot because
FDA has revised the statement.
Therefore, those comments will not be

addressed.

6. Alternatives to the Proposed Label
Statement

(Comment 13) A few comments stated
that the label statement on eggs for
household consumers should be
different from that on eggs for food
service. One of the comments offered
the following suggested labeling in a
two tiered labeling scheme:

For household eggs:

Keep refrigerated and cook thoroughly
For eggs in food service:

Handle Safely: refrigerate promptly; don’t
cross contaminate; clean hands and surfaces
often; cook to proper temperature.

FDA believes that the statement
suggested by the comment for
household consumers does not provide
adequate information. For example, the
statement required by § 101.17(h)(1)
uses the phrase “‘cook eggs until yolks
are firm” which is more descriptive
than “cook thoroughly.” Furthermore,
FDA was not persuaded by these
comments that food service
establishments need additional
information on cartons of eggs.
Although the agency recognizes that
many of the SE-associated outbreaks
occur in food service establishments, it

does not agree that additional labeling is
the best way to address this issue. Thus,
the agency is not persuaded to change
the safe handling statement to those
suggested by the comment.

(Comment 14) One comment stated
that a lengthy safe handling statement is
unnecessary and, alternatively,
supported the use of the following on
shell eggs:

IMPORTANT: Must Be Kept Refrigerated to
Maintain Safety

or

IMPORTANT: Must Be Kept Refrigerated

According to this comment, if FDA
determines that the labels of shell eggs
need safe handling instructions, then
those instructions should be in addition
to the statement above.

The agency is not persuaded that this
suggested label statement is all that is
needed on eggs to inform consumers of
ways that they may protect themselves.
As discussed in the proposal, two
measures that would mitigate the risk of
SE in shell eggs are refrigeration and
proper cooking. The suggested message
does not instruct consumers that proper
cooking is a measure that they can take
to protect themselves. The agency also
rejects the comment’s suggestion that
the suggested statement appear on the
label in addition to FDA’s proposed safe
handling instructions. Two statements
on the label informing consumers to
keep eggs refrigerated would be
redundant. FDA believes that the phrase
“to prevent illness from bacteria”
informs consumers that refrigeration is
one measure they can take to reduce or
eliminate the risk of foodborne illness.
Thus, FDA concludes that it is implicit
in the safe handling statement that
refrigeration helps maintain safety.

(Comment 15) A few comments
preferred statements that were very
short, clear, and aimed at all consumers
such as ““do not eat raw or undercooked
eggs’’ and “keep refrigerated, cook
thoroughly, and do not eat raw’” with
each of the instructions preceded by
bullets. Other comments supported the
following label statement that
incorporates the basics of the Fight Bac
campaign:

Safe Handling Instructions

CLEAN: Wash hands and surfaces often.
SEPARATE: Don’t cross contaminate

COOK: Cook to proper temperatures.
CHILL: Refrigerate Promptly

This statement, according to one
comment is a simple and positive
message and was designed based on
consumer focus research. Furthermore,
the comment maintained that it does not
single out a specific food item.

FDA is not persuaded to adopt the
safe handling statements suggested by

these comments. The agency believes
that the suggested statements do not
inform consumers why the safe
handling instructions should be
followed. Also, the agency notes that the
statement incorporating the basics of the
Fight Bac campaign educates consumers
about food safety in general. However,
FDA’s proposal to require a safe
handling instruction is being issued
under 201(n) and 403(a) of the Federal
Food, Drug, and Cosmetic (FD&C Act)
(21 U.S.C. 321(n) and 343(a)). Under
section 201(n) of the FD&C Act, in
determining whether labeling is
misleading, it must be taken into
account, among other things, the extent
to which labeling fails to reveal material
information with respect to
consequences that may result from the
usual use of the product. FDA believes
that, although instructions to wash
hands and not to cross contaminate
products are useful pieces of
information, such information is not
specific to eggs. Therefore, FDA is not
persuaded to adopt this suggested
alternative phrasing.

7. Placement and Prominence

a. Placement and type size of the safe
handling statement. As discussed in the
proposal, section 403(f) of the FD&C Act
requires that mandatory label
information be placed on the label with
such conspicuousness as to render it
likely to be read and understood by
ordinary individuals under customary
conditions of use. In the past, FDA has
generally required label statements
required by §101.17 (21 CFR 101.17) to
be placed on the information panel. The
agency noted that the principal display
panel (PDP) would provide even more
prominence. Accordingly, the agency
tentatively concluded to require the
proposed safe handling statement either
on the information panel or the PDP.
The agency also noted in the proposal
that § 101.2(c) (21 CFR 101.2(c)) requires
that mandatory information appearing
on the PDP and information panel,
including information required by
§101.17, appear prominently and
conspicuously in type size no less than
116 inch. Consequently, the agency
concluded that it was not necessary to
repeat the requirements in this
rulemaking.

(Comment 16) Some of the comments
stated that there is not enough room on
the egg carton to print such a lengthy
safe handling statement with the other
Federal and State mandated labeling
requirements such as nutrition labeling,
USDA grade and quality logos, product
code, registration numbers to identify
packers, date of pack, sell-by date, and
count and weight. Some comments
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maintained that the lack of space is
greater for small (six or eight count)
cartons and pulp/open view cartons.
Further, one comment pointed out that
some of the manufacturers of smaller
egg cartons are incapable of printing on
the side of the lid. For those who have
space to print on the side of the lid, the
comment pointed out that the cost to
purchase equipment needed to print on
the side of the lid would cost several
million dollars. Some comments
asserted that the space on the label is
used by some firms for promotional
material, which is a critical selling
feature for the firm. Therefore,
according to these comments, further
regulation would limit a firm’s ability to
market its own products. While one
comment stated that the safe handling
statement should be on the outside of
the lid, other comments requested some
flexibility for placement of the label
statement. Two comments maintained
that FDA should conduct more research
to see if the statement should appear on
the information panel and whether
consumers would notice the statement
there. One comment requested that for
small cartons the safe handling
information be communicated with an
800 telephone number printed on the
carton, e.g., “FOR SAFE HANDLING
INSTRUCTIONS, PLEASE CALL 1-
(800)___ - e

FDA recognizes that manufacturers
may have to redesign their labels, but
believes that, in many instances and,
particularly in light of the fact that the
safe handling statement that will be
required is about one-half the length of
the one proposed, simply reducing the
type size of non-mandatory information
will provide sufficient space to
accommodate the safe handling
statement in § 101.17(h)(1). Further,
FDA believes that there is enough space
on the foam type cartons of shell eggs
(both the small, i.e., 6 to 8 egg carton,
and larger cartons) to bear all other
Federal and State mandated information
as well as FDA’s safe handling
statement. In fact, some of those cartons
now contain safe handling information
that is comparable in length or more
lengthy than FDA’s revised safe
handling statement. Therefore, for these
cartons, FDA concludes that, as revised,
there is ample space for its safe
handling statement.

FDA also recognizes the limitation of
label space on pulp style egg cartons.
However, FDA believes that the pulp/
open view cartons also have ample
space for the shorter revised safe
handling statement as evidenced by
existing nonmandatory labeling. Thus,
FDA is not revising the requirement in
§101.17(h)(2) that the safe handling

statement must appear either on the
PDP or the information panel of the
label. The agency concludes that
because there is ample space for the safe
handling statement on both large and
small cartons of shell eggs, FDA is not
providing a telephone referral for the
safe handling instructions for these
cartons. In addition, FDA rejects the
comments suggesting that it should
conduct more research to determine
whether consumers would notice safe
handling instructions on the
information panel. The comments did
not provide any information that
consumers would not notice the safe
handling statement on the information
panel and, therefore, FDA is not
changing the provision of allowing the
safe handling statement on the
information panel.

(Comment 17) A few comments
requested that FDA require a minimum
type size. For example, one comment
stated that 12-point type is best for older
persons to read. The comment
acknowledged that some egg cartons
may not be able to accommodate 12-
point type and stated that type size of
less than 8-point would be difficult to
read. One comment maintained that
other formatting requirements would
enhance the readability of the statement.
For example, the comment suggested
that FDA consider requirements for the
use of simple type and use of ink and
paper with sufficient contrast. Another
comment suggested that FDA require
that the statement appear in a hairline
box with adequate space around the
statement and appear in dark words on
light background to enhance the
visibility.

FDA does not agree that it should
require a minimum type size. The
agency reiterates that § 101.2(c) requires
that mandatory information appearing
on the PDP and the information panel,
including information in § 101.17,
appear prominently and conspicuously
in a type size of no less than %46 inch.
Although comments recommended 12
point font for the safe handling
statement to make it easier for older
persons to read, one of these comments
acknowledged that there may be
insuffici